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F FOMM 3 VB WUCLEAR REGULATORY COMMISEION
ucn 30,32 32 34, : mu:o Y Ome
wnd 40 APPLICATION FOR MATERIAL LICENSE Eapires § 2147

INSTRUCTIONS: SEE THE APPROPRIATE LICENSE APPLICATION GUIDE FOR DETAILED INSTRUCTIONS FOR COMPLE TING APPLICATION SEND TWO COPIES
OF THE ENTIRE COMPLETED APPLICATION TO THE NRC OFFICE SPECIFILD BELOW

FEDERAL AGENCIES FILE APPLICATIONS WiTH 15 YOU ARE LOCATED IN
US NUCLEAR REGULATORY COMMISL ON ILLINDIS INDIANA IOWA MICHIOAN MINNESOTA MIBBOURI OMIO ON
DIVISION OF FUEL CYULE AND MATERIAL SAFET Y NMSS i WISCONSIN, BEND APPLICATIONS TO
WASHINGTON, DC 20806

US NUCLEAR REGULATORY COMMISSION REGION 1IN
ALL OTHER PERSONS FILE APPLICATIONS AB FOLLOWS If YOU ARE MATERIALS LICENSING BEC TION

LOGATED In 799 HOOSE VELY HOAD

GLEN ELLYN, 1L 80137

CONNECTICUT. DELAWANE  DIBTRICT OF COLUMBIA MAINE MARYLAND
WI NEW HAMPEHIRE NEW JIRSEY NEW YORK PERNEYLVANIA ARKANSAS COLORADO 1DAMD KANBAS LOUIBIANA MONTANA NEBRABKA
IBLAND. OR VERMOUNT BEND APPLICATIONS T0O NEW MEXICO NORTH DALDOTA OKLAHMOMA BOUTH DAKOTA TEXAR UTANM,

OK WYOMING BEND APPLICATIONS YO
US NUCLEAR RFGULATORY COMMISSION REGION |

NUCLEAR MATLMIAL SECTION B US NUCLEAR HEGULATORY COMMISSION HEGION IV
631 PARK AVENUE MATERIAL RADIATION PROTECTION BECTION
KING OF PRUSSIA VA 19406 61 HYANPLAZA DRIVE BUITE 1000
AHLINGTON Tx 78010
 FLORIDA GEORGIA KENTUCKY, MISSISSIPPI NORTH CAROLINA
TO RICO, BOUTH CAROLINA TENNESSEE, VIRGINIA, VIRGIN ISLANDS OR ALASKA ARIZONA CALIFORNIA HAWAII NEVADA OREGON WASRHINGTON
VIRGINIA, SEND APPLICATIONS 1O AND US TERRITORIES AND POSSESSIONS ‘N v HE PACIFIC, BEND APPLICATIONS
1o

UB NUCLEAR REGULATORY COMMISSION HEGION 1
MATERIAL HADIATION PROTECTION SECTION US NUCLEAR REGULATORY COMMISSION HEGION V
10) MARIETTA STHEET SUITE 2000 MATERIAL RADIATION PROTECTION BECTION
ATLANTA Ga 3632 1AB0 MARIA LANE SUITE 210

WALNUT CHEEK, CA petio

PERSONE LOCATED IN AGREEMENT STATES SEND APPLICATIONS TO 11E US NUCLEAR REGULATURY COMMISSION Ok ¥ IF THEY Wil TO POSSESS AND USE LICENRED MATERIAL
INSTATES BUBJECT TO US NUCLEAR REGULATORY COMMIBSION JURISDICT ION

1 THIS I8 AN APPLICATION FOR IChack approprinte (e ) 2 NAME AND MAILING ADDHESS OF APPLICANT lincivie 2 Cose)

A NEW LICENSE Margmount Hospital
® AMENDMENT TO LICENSE NUMBEW 12300 McCracken Rd.
C. MENEWAL O Licknse numstn 34 =09382-01 Carfield Heights, OH 44125
3 ADDRESS(ES! WHERE LICENSED MATERIAL WILL BE USED OR POSSESSED .'
SAME 8904050374 880401
REG3 LIC30 PNU
34-05382-01
4 NAME OF PERSON TO BE couuc"; ABOUT THIS APPLICATION TELEPHONE NUMBER
| vincent A. Gargaro, Universal Consultants, Inc. 16 327-9432

BUBMIT ITEMS 6 THROUGH 11 ONBh » 11 PAPEH  THE TYPE AND SCOPE OF INFORMATION 1O BE PROVIDED 16 DESCRIBED IN THE LICENSE APPLICATION Guibe

B RADIOACTIVE MATERIAL

o Eloment anc mass number B chemicel antion Physcal 100 8nG € MExMum §moaunt 6 PURPOSE (L) FOR whHICH LICENBED MATEMIAL WiLL BE USED
which will be posessen &t any ONe Line

IR fOR ATION SAFETY P T
7 o'u'%v.:&?w“ﬁm&i&! OR RADIATION SAFETY PROGAAM AND THEIR B TRAINING FOR INDIVIDUALS WORKING IN OR FREQUENTING RESTRICTED AREAS

B FACILITIES AND EUUIPMENT 10, RADIATION SAFETY PROGRAM

V7 CICENCEE FEES [3ae 10 CFA 170 ond Secfion 170 37)
" Ma MENT AMOUNT g (
WASTE MANAGE a1 S ¢ 280.00

13 CERTIFICATION (Must be compinied by sopicant/ THE APPLICANT UNLERSTANDS THAT ALL STATEMENTS AND REPRESENTATIONS MADE I THIS APPLICATION ARE
BINDING UPON THE APPLICANT

::l A”U(.ANCV AND ANY on»'cm; EXECUTING THIS CERTIFICATION ON REMALE OF THE APPLICANT NAMED IN ITEM 2 CERTIFY THAT THIS APPLICATION 1§
EPARED N CONFORMITY WITei TITLE 10 CODE OF FEDERAL MEGULATIONS PARTS 30 32 33 34 36 AND 40 AND THAT ALL INFORMAT | ON TAINED mERE)
18 TRUE AND CORRECT TO THE BEST OF THER s NOWLEUGE AND BLLIEY oo i

WARNING 1B USC BECTION 1001 ACT OF JUNE 26 1948 L2 STAT 146 MAKES 1T A CRIMINAL OFFENSE TO MAKE A WILLFULLY FALSE STATEMENT OR REPRESENTATION
TO ANY DEPARTMENT OR AGENCY OF THE UNITEO STATES AS TO ANY MATTER WITHIN ITS JURISDICTION

- T i ¥ J \
SIGNATURE -CERT(h v (40 OF FICER Tv PLO/PAINT ED NAME 7!-1;1 President UATE
JW Thomas J. Trudell and Chief Executive Off. 9-9-87
18 VOLUNIARY ECONOMIC DATA
" b NUMBEH OF EMPLOYEES (Tote fo o WOULD YOU BE WILLING TO FURNISH COBT INFORMATION (Joiie and/o: ste?! haurs)
< 82808 $IM- 3 M ONtIre 18ciily QaciudIng v tide Contiacton) ON THE ECONOMIC IMPACT OF CURRENT NMC REGULATIONS OR ANY FUTURE
- ‘ PROPOSED NRC REGULATIONS THAT MAY AFFECT YOU) (NAC gy 0N permit
$260x - 600 83 6M- M ' 4 00 Somipet spwn . or ! Dronretary -t g w
— e sgency o contidence)

$600K - 780n $IM-10m ™ NOMBER 7 GDT

780K - T™ > 510m f'j s l-—.] aa

FOR NRC USE ONL Y

L AL
TYPE §F +eb, FEE LOG (\"«' [vn CATELORY COMMENT 5 APFROVEL DY
! B / y ‘
L &€1~ J

Fi

_au902 RETEIVED i
\

AMOUNT RECEIWVED CHECK NUMPL R = LATE
A | s ”
\ / PN LIV ¢

$500 | p[d4() CONR*T SEP 2 41907 /

PRIVACY ACT LTATEMENT ON L v sl

REGION 1T
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PRIVACY ACT STATEMENT

Pursuant 10 § U S C. 562a(e)(3), enacted into law by section 3 of the Privacy Act of 1974 (Public Law 93679 the follow:
ing stetement & furnished to individuals who supply information 1o the Nuclear Reguiatory Commission on NRC Foarm

313. This information is maintained in a system of records designated as NRC 3 and described at 40 Federal Register 45334
{October 1, 1876).

1. AUTHORITY: Sections 81 and 161(bj of the Atomic Energy Act of 1954, as amended (42 US C 2111 and 2201 (b))

PRINCIPAL PURPOSE(S): The information s evaluated by the NRC stat! pursuant to the criteria set forth i 10 CFR
Parts 30, 32, 33, 34, 35 and 40 to determine whetaer the application meets the requirements of the Atomic Energy Act of

1964, as amended, and the Commission’s regulations, for the issuance of a radioactive materia! License of amendment
thereof.

3. ROUTINE USES: The information may be (a) provided to State hesith departments for their informauon and use;
and (b) provided to Federal, State, and local health otficials and other persons in the event of 1ncdent O exposure,
tor their information, investigation, and protectior of the public health and safety. The informaton may also be dis
closed to appropriate Federa . State, and local agencies in the event that the information indicates & violation or potential
violation of law and in the course of an administrative or Judicial proceeding In aadition, this information Mmay be tans
ferred to an appropriate Federal, State, or local egency to the extent relevant and necessary for an NRC decision or 10
an appropriate Federal agency 1o the extent relevant and necessary 1or that agency 's decision about you

4 WHETHER DISCLOSURE 1S MANDATORY OR VOLUNTARY AND EFFECT ON INDIVIDUAL OF NOT PROVID-
ING INFORMATION: Disclosure of the requested miormation s voluntary. If the requested nformation s not furn
ished, however, the application tor radioactive matenal hicense, of amendment thereof, will not be processed A (equest
that intormation be held friom pubhic inspection must be 0 agecordance with the provisions of 10 CFR 2 790 Withhold
ing from public inspection shall not atfect the night, «f eny, of persons properly and directly concerned need 10 Nspect
the document.

5 SYSTEM MANAGER(S) AND ADDRESS: U S Nuclear Hegulatory Commission
Diector, Diwvision ot Fuel Cycle and Mgtenal Satety
Ottice ot Nuciear Material Setety and Sateguards
Washington, D .C. 20555

NRC FORM 012



By Product Material

D.a. Material in 31,

5.b. Material in 35

5.C. Material In 35.

5.¢c. Material in 35

1
. 100
200

« \\0

MARYMOUNT NRC

Amount

as needed
as needed
as needed

as needed

CONTRCL |

Purpose

6.a. in Vitro testing
6.b. Medical Use

6.c. Medical Use

6.d. Medical Use

Items #5 & 6
Prepared: 8/17/87
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AUTHORIZED USERS

~“1. NORBERT REICH, D.O.
2. PAUL JANICKI, M.u.
/3. FRANK E. SEIDLEMANN, D.O.
/4. CHRISTINE A. QUINN, M.D.
-5, BYUNG H. WOO, M.D.
/6. THOMAS HAVRILLA, M.D.
~~ 7. GUY SYVERTSEN, D.O.
» 8. CLAUDIA ROZUK, M.D.

“9, CHRISTINE H. ECKHAUSER, M.D.

BY PRODUCT MATERIAL

31.11, 35.100, 35.200
35.300

31.11, 35.100, 35.200
35.300

31,11, 35.100, 35.200
35.300

31.11, 35.100, 35.200
35.300

31.11, 35.100, 35.200
35.300

31.11, 35.100, 35.200
35.300

31.11, 35.100, 35,200
35.300

31.11, 35.190, 35.200
35.300

31.11, 35.100, 35,200
35.300

For training and experience for users listed 1-7, refer

to NRC license #34-05382-01.

For Claudia Rozuk, M.D. refer to NRC license

$#34-01334-02.

! See attached for Christine H. Eckhauser, M.D.
|

Item #7
Prepared: 8/17/87
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'.:u:-:' P04 313M SUPPLEMINT A b R TTTTTUS NUCLEAR REGULATORY CuMIALLG1ON
Wil ;
I TRAINING AND EXFERIFNCE
AUTHORIZED USLR OR RADIATION SATETY OFFICER
1. NAML UF AJTHORIZED USER OR HADIATION SATETY OFFICER 2 STATECRTEARITORY IN
WriCH LICENSFD TO
Chyistine H. Eckhauser, M, D, DT
TEEPTITICATION ; SRR AR DI P
SPECIALTY BOAKD CATLGORY MONTH AND YLAD CERTIFIED
A B c
= .1}‘ — —————
4. TRAINING RECEIVED IN BASIC RADIOISOTOPE HANDLING TECHNIGUES
&2 TYPE AND LENGTH OF TRAINING
" FCTURE / SUPFRVISLD
FIELD OF TRAINING LOCATION AND DATE (S| OF TRAINING LABORATORY | LABONATORY
A H CO NGES EXPEN L NCE
(hors) (He 3)
— - .4L S| RES——— & o
University Hospitals of
. f(A')II\THlN "Hys(cs AND ClC‘VGlall(l
INSTRUMENTATION Cleveland, Ohio 44106 90 20
8 o]
b. RADIATION PROTECTION " 30 10
c. MATHEMATICS PERTAINING TO
THE USE AND MEASUREMENT " 90 15
OF RADIODACTIVITY
¢ RADIATION BIOLOGY p 50 10
e. RADIOPHARMACEUTICAL " I
| CHEMISTRY 40 5
|
6. EXPERIENCE WITH RADIATION., (Actual use of Radioisotopes or Equivalent Experience)
ISOTOPE MAXIMUM AMOUNT WHERE EXPERIENCE WAS GAINED DURATION OF EXPERIENCE TYPE OF USE
1-131 200 mCi University Hospitals 3 months Clin.Dx. & M
of Cleveland
'c=99m 1000 mCi " " Clin.Dx.
P-32 30 mCi i " "
Dihers 10 mCi " " v
NAC FORM 313M Supplement A

%81

Page 5
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[RFC roAM 313W SUPPLEMINT B : U S NUCLEAR REGULATORY COM AISsiON ]
B!
PRECEFTOR STATCMENT
Surplement 7 1aust be complered by the aopl zant physician’s precepes. 1 more than one preceptor is nece ssary 10 do . ment
2xpere e, COtwin @ Separate statement from each,
1. APPLICANT JIIYSICIAN'S LLAME AND AUDNESS KEY YO COLVMN c
PULL NAME 2 PERSONAL PAITICIFATIUN SHOULD CONSIST LF:
g 5 1 Supervised exsmination of patients 1o deterinine the suite Hility tar
? Christine H. Eckhauser, M.D. rediolsotope diagnosis and/or tresiment and rew mmendatic « for
preseribed dosage.
SrRRSY ADLESGS 2<Collaborstion in 0: callbration und actus’ adr inist etion of dowe
1o the petient irclu catcu'ntion of the rediaiion dose, rela od
56 Lyman Circle messurements snd m:c.un. of et 3
ciTy TETATE 1 2P CODE | 3-Adequate period of Liaining to anable physician 16 manage redicactive
patients end follow petients through diugnosis and/or Lourss ot
Shaker Heights, Ohio 4422 T
7. CLINICAL TRAINING AND EXPERIENCE OF ABOVE NAMED PHYSICIAN
‘ NUMEBER OF
. ! i cn:: INVOL VI COMMENTS
ISOTUPE | CONDITIUNS DIAGHNOSED OR TREATED FSUNAL (A 30, aral informativ: or comments mey
PARTICIPANON e subvnitwd in duplicats on spurew e w.)
® L) C o
DIAGNO?I5 OF THYROID FUNCTION 80
VDETERMINATIUN OF BI.OOD AND
I 711000 PLASMA VOLUME
(BE1 GIVER FUNCTION §TUDIES
o -
145 FAT ABSORPTION STUDIES
KIDNEY FUNCTION STUDIES 54 ’
IN VITROSTUDIES
OTHER
1-128 DETECTION OF THROMBOSIS
1131 THYROID IMAGING 81
P32 EYE TUMOR LOCALIZATION
$e-75 | pPANCREAS IMAGING
Yb-169 | CISTERNOGRAPHY 9
BLOOD FLOW STUDIES AND
Xe-133 g MONARY FUNCTION STUDIES 33
@™ | Kidney Circulation 47
BRAIN IMAGING 84
L D C*“RDIAC IMAGING ) B
THYROID IMAGING p
SALIVARY GLAND IMAGING
Ted9m |51 00D POOL IMAGING 1
PLACENTA LOCALIZATION ]
LIVER AND SPLEEN IMAGING 270
LUNG IMAGING 51
BONE IMAGING 380
]
oTHE . -
NRC FORM 313M SUPPLEMENT B
Page 6
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2 CLINICAL T! lAIN'Nu I\NU EXPF:H(N&.C Of AIH VE '\A'A‘ D PHV SiC

RECLMFTOR

SRR

STATI MLNT 1o

TWUMBER OF

tinued

AN (C

on tinued)

| CASES INVULVING

COMMENTS

WOVE |
|
A i
..‘...:‘ -
S obubie)

..,P‘n, —
(Coliotal)

ONDITIONS DIAGNOSCD OR TREATCOD

PERSONAL

T

B s ot o

a

'i‘LﬁH'{Nr L,f G'L;A ¥YC vrmv a wnA,
LEUKE AIA, AND BONI M['A;‘A‘(\

INTPACAVITARY TREATMENT

A

NG -

TREATMENT OF THYROID CARCINOMA

PARTICIPATION

o e e d

Au-198 .

———
Co b0

or

TREATMENT OF HYPERTHYRO!IDISM

INTRACAVITARY TREATMENY

|
|

DNT[ RSTITIAL TRE ATMFNY

Cs 17

INTRACAVITARY TREATMENT

X »1'-;"'
fe- '92

INTERSTITIZ. TREATAENT

‘L’»'BU_' |

f,b lJ?

TELETHE RAPY TRAE ATIENT

590

TREATMENT OF EYE DISEASE

RADIOPHARMACEUTICAL PREPARATION

GENERATOR
s R

GENERATOR

REAGENT KITS

Gallium
Thallium Cardiac
Schillings

| | 3
! ! i |

NEEDe DENE FIS WSS TRSCRTE
i

(Ad

tronaf

submited

nformation or ¢o

m duphicale on s¢

“nes may
ste shee O,

e

—d

3 DATES AND TOTAL NUMBER OF HOURS RECEIVED IN CLINICAL RADIOISOTOPE TRAINING

Janiuary 1981, February 1979 and March 1979

Total hours = 624

s NAME OF SUPERVISOA

Abbas M. Rejali,

b NAME OF INSTITUT

., THE TRAINING AND EXPERIENCE INDICATED ABOVETE PRECEPTOR'S SIGNATURE
WAS OBTAINED UNDER THE SUPERVISION OF: |
/j/”l"/l’ // ) /”
AT e U] gal ey

M.D.
[ 7. PRECEPTOR'S NAME (Please typg/or print)

ON

University Hospitals of Cleveland '

e MAILING ADDRESS j

__2074 Abington Road ' a8 o
LTIty a3 s TU- DATE

Abbas M. Rejali, M.D.

Cleveland, Ohio 44106

5. NATERIALS LI ,F’E’E NUMBEALS)
_34-05469-01

NAC FORM 31IM SUPPLEMENT B

981)

1987

l May 8,

GPO 0001




Training for individuals working in or frequenting Restricted areas.

We will establish and implement the model training program that
was published in Appendix A to Requlatory guide 10.8, Revision 2.

Ancillary personnel, e.g nursing, clerical, housekeeping,
security, maintenance whose duties may require them to work in
the vicinity of radioactive material will be given the
opportunity to be informed about radioactive hazards and
appropriate precautions.

Personnel will be instructed:

1. Before assuming duties with, or in the vicinity of,
radioactive material.

2. During annual refresher training.

3. MWhernever there is a signif.cant change in duties,
regulations, or in the terms o’ the license.

item #8
Prepared:8/17/87




Facilities and Equipment

9.2 Survey meters will be calibrated by
Inc., NRC license #34-20327-01.

9.3 We will establish and implement the
calibrating our dose calibrator that was
C to regulatory guide 10.8, Revision 2.

9.4 MWe will establish and imnlemert the
exposJyre monitoring program publishied in
guide 10.8, revision 2.

Universal Consultants,

model procedure for

published in the Appendix

model personnel external

the Appendix D to regulatory

Item #9
Prepared:

8/17/87
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10.1 We will establish and implement the model procedure for
establishing and operating a Radiation Safety Committee that was
published in Appendix F to regulatory guide 10.8, Revision 2.

10.2 We will establish and implement the model ALARA program

that was published in Appendix G to regulatory guide 10.8,
Revision 2.

10.3 Leak test will be performed by U.C.1., license #34-20327-01.

10.4 We will establish and implement the model safety rules that
was published in Appendix I guide 10.8, Revision 2.

10.5 MWe will establish and implement the model spill procedures
published in Appendix J guide 10.8, Revision 2.

10.6 We will establish and implement the model guidelines for
ordering and receiving radiocactive material that was published in
Appendix K guide 10.8, Revision 2.

10.7 We will establish and implement the model procedures for
opening packages that was published in Appendix L guide 10.8,
Revision 2.

10.8 We will establish and implement the model procedure for
unit dosage record system that was published in Appendix M.1 guide
10.8, Revision 2.

10.9 We will establish and implement the procedure for multidose
vial record that was published in Appendix M.2 guide 10.8,
Revision 2.

10.10 We will establish and implement the model procedure for
measuring and recording molybdenum concentrations that was
published in Appendix M,3 guide 10.8, Revision 2.

Item #10
Prepared:7/18/87




10.11 N/A

10.12 We will establish and implement the model procedure for
area surveys that was published in Appendix N guide 10.8,
Revision 2.

10.13 N/A

10.14 We will establish and implement the model procedure for
radiation safety during radiopharmaceutical therapv that was
published in Appendix P guide 10.8, Revision 2.

10.15 N/A

Item #10
Prepared: 7/18/87




11.1 We will establish and implement the general guidance and |
model procedure for waste disposal that were published in |
Appendix R guide 10.8, Revision 2.

The used radiopharmaceuticals may be returned to Central |
radiopharmacy.

For items 5 through 11 refer to attached sheets.

Item #11
Prepared: 7/18/87



DEC 29 186

Marymount Hospital
ATTN: Thomas J. Trudell
President and Chief Executive
Officer
12300 McCracken Boulevard
Garfield Heights, OH 44125

Gentlemer:

Enclosed is Amendment No. 33 to your NRC License No. 34-05382-01 in
accordance with your request.

Please note the Subitems 6.C., 7.C., 8.C., and 9.C., pertaining to xenon-133
use at your facility have been de1eted as requested.

Please review the enclosed document carefully and be sure that you understand
ali conditions. You must conduct your program involving radicactive materials
in accordance with the conditions of your NRC license, representations made in
your license application, and NRC regulations. In particular, note that you
must:

1. Operate in accordance with NRC regulations 10 CFR Part 19, "Notices,
Instructions and Reports to Workers; Inspections," 10 CFR Part 20,
“Standards for Protection Ageainst Fidiation," and uther Ppplicable
regulations.

2. Possess radicactive material only in the quéntity and form indicated in
your license.

3. Use radioactive materia) c¢nly for the purpose(s) indicated in your
license.

4, Notify NRC in writing of any change in mailing address.

5. Reqguest and obtain appropriate amendment if you plan to change ownership
of your organization, change locations of radioactive aterial, or make
any other changes in your facility or program whi:zh are contrary to your
license conditions ¢r representations made in your license application and
aily supplemental correspordence with NVC. Any amendment request should be
accompanied by the appropriate fee specified in 10 CFR Part 170.

34-05382-01 PDR

m B61229 B.QQ
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® @
Marymount Hospital 2

6. Submit a complete renewal application with proper fee or termination
request at least 30 days before the expiration date on your license. You
will receive a reminder notice approximately 90 days before the expiration
date. Possession of radioactive material after your license expires is a
violation of NRC regulations.

7. Request termination of you: license if you plan to permanently discontinue
activities involving radioactive material prior to your expiration date.

You will be periodically inspected by NRC. Failure to conduct your program in
accordance with NRC regulations, license conditions and representations in your
license application will result in enforcement action against you in accordance
with the Ceneral Policy and Procedures for NRC Enforcement Actions, 10 CFR

Part Z, Appendix C.

If you have any questions or require clarification of any of the above stated
information, contact us at (312) 790-5625.

Sincerely,

Original Signed By
Cassandra F. Frazier
Materials Licensing Sertion

Enclosure: Amendmeni No. 33

RITI

Frazier/pd
12/ /86
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NRC "0"‘; 313m U.S. NUCLEAR REGULATORY COMMISSION Approved by OMB
8-81
APPLICATION FOR MATERIALS LICENSE — MEDICAL S

10CFR 38
INSTRUCTIONS = compete ftems 1 through 26 if this B a initial application or an application for renewal of a license. Use supplementa! sheets

where necessary. Iterm 26 must be pleted on all applications and signed  Retain one copy. Submit original and one copy of entire

spplication to . Director, Otfice of Nuclear Materials Safety and Sateguards, U.S. Nuclear Regulatory Commission, Washington, D.C.

20555. Upon approval of this application, the applicant will ive @ Materials License. An NRC Materials License is issued in sccord-

ance with the general requirements contained in Title 10, Code of Federal Regulations, Part 30, and the Licensee 7. subject to Title 10,
Code of Federal Regulations, Parts 19, 20 and 35 and the license fee provision of Title 10. Code of Feveral Rm atio
license fee category should be stated in Itern 26 and the appropriate fee enclosed.

1.e. NAME AND MAILING ADDRESS OF APPLICANT (institution, 1.b. STREET ADDRESS(ES)’ ‘P CH QACTIVE MATE
firm, elinic, physician, etc.) INCLUDE 2P CODE WILL BE USED (/1 dif’ ﬁvmmm INCLUDE ZIP CODE -
Marymount Hospital Chec* No, 2S¢/ 7 *-* - :
12300 McCracken Blvd. ’_"»’T‘v'f:nz ) ]
Garfield Hts., OH 44125 Sam ;'V'“E Gotegury //(,(',
yp2 of Fe @ 7 | —
TELEPHONE NO.: AREA cope(216 581 0500 ;jLL’ ri Re ff'«“j’ ]
2. PERSON TO CONTACT REGARDING THIS APPLICATION 3. THIS IS AN APPLICA Won " (emeck Sepr
W. Christopher Wagner, Consultant & [J NEW LICENSE
NMA Medical Physics Services N Cm— 9 - wo34=05382-01 :
TELEPHONE NO.: AREACODERL16) 641 5799 I SR Y AR S
4. INDIVIDUAL USERS (Name individuals who will use or directly 5 RADIATION SAFETY OFFICER (RSO) (Name of person designated
supervise use of radioactive material. Complete Supplements A and B as radiation safety officer If other than individual user, complete resu-
for each individual,) me of training and experience as in Supplement A.)
Refer to attached Item #¢& Frank Seidelman,D.0. with NMA Medical
Physics Services as Consultants

6.2 RADIOACTIVE MA JERIAL FOR MEDICAL USE

S ’MAXIMUM 'MTAE\% MAXIMUM
S )
RADIOACTIVE MATERIAL DESIRED oEf:"snon ADDITIONAL ITEMS: DESIRED ’of.sﬁff;m
LISTED IN: “X" | (In millicuries) “X | (In millicuries)
JIODINE-131 AS |ODIDE FOR TREATMENT
10 CFR 31.11 FOR IN VITRO STUDIES ooron'\'me sitrwJ ?o?sem i
10 CFR 35.100, SCHEDULE A, GROUP | ASNEEDED || PHOSPMORUS 32 AS SOLUBLE PHOSPHATE
s FOR TREATMENT OF POLYCYTHEMIA

VERA, LEUKEMJA AND BONE METASTASES
PHOSPHORUS 32 AS COLLOIDAL CHROMIC
PHOSPHATE FOR INTRACAVITARY TREAT-
10 CFR 35,100, SCHEDULE A, GROUP I MENT OF MALIGNANT EFF USIONS.

GOLD-188 ASCOLLOID FOR INTRA-
CAVITARY TREATMENT OF MALIGNANT

10 CFR 35.100, SCHEDULE A, GROUP 11 AS NEEDED

10 CFR 35.100,SCHEDULE A, GROUP IV AS NEEDED || EFFUSIONS.
. IODINE-131 AS I0DIDE FOR TREATMENT
10 CFR 35,100, SCHEDULE A, GROUP V ASNEEDED || OF THYROID CARCINOMA
XENON-133 AS GAS OR GAS IN SALINE FOR
10 CFR 35.100, SCHEDULE A, GROUP VI BLOOD FLOW STUDIES AND PULMONARY

FUNCTION STUDIES

6.b. RADIOACTIVE MATERIAL FORUSES NOT LISTED IN ITEM 6.2. (Seslec sources up to 3 mCi used for
calibration and reference standards ere authorized under Section 35,14(d/, 10 CFR Part 35, and NEED NOT BE LISTED.)

G | e
Ly IBE PURP F
ELEMENT AND MASS NUMBER PHYSICAL FORM OF EACH FORM DESCRIBE PURPOSE OF USE

The purpose of this agplication ig to amend foy the following items:

l. To include Guy Syvegrston,D.O. as an authoriged user.

2. Note camera equipmgnt change. : O}

3. Department relocatilon (Note: Xgnon-133 will|{not be utilized in" the
new department...Pllease delete |[institutiona}l authorizadiopi) 195

B204610505 . :
REG3 L 1¢30 C01229 0P
| 34-05382-0; PR / 4
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INFORMATION REQUIRED FOR !TEMS 7 THPOUGH 23

e

, Rev. Date:

For Items 7 through 23, check the appropriate box(es) and submit a detailed description of all the requested information. Begin
each item on a separate sheet. Identify the item number and the date of the application in the lower right corner of each page. If
you indicate that an appendix to the medical licensing guide will be followed, do not submit the pages, but specify the revision
number and date of the referenced guide: Regulatory Guide 10.8

GENERAL RULES FOR THE SAFE USE OF

7. MEDICAL ISOTOPES COMMITTEE 15. RADIOACTIVE MATERIAL (Check One)
Names and Specialties Attached; and Appendin Ruis Folowed; ar
Duties as in Appendix B; or Equivalent Rules Attached
(Check One)
Equivalent Duties Attached 16. EMERGENCY PROCEDURES (Check One)
8. TRAINING AND EXPERIENCE Appendix H Procedures Followed  or
f::plements A & B Attached for Each Individual User; Saublent Mrocedires Attashed
x |fefer to attached Item 48 17. AREA SURVEY PROCEDURES (Check One)
9. INSTRUMENTATION  (Check One) Appendix | Procedures Followed ; or
X | Appendix C Form Attached: or Equivalent Procedures Attached
List by Name and Mode! Number 18. WASTE DISPOSAL (Check One)
10. CALIBRATION OF INSTRUMENTS

Appendix J Form Attached; or

Appendix D Procedures Followed for Survey

Instruments; or (Check One)

Equivalent Information Attached

THERAPEUTIC USE OF RADIOPHARMACEUTICALS

Equivalent Procedures Attached; and 19, (Check One)
Appendix D Procedures Followed for Dose
Calibrator; or ‘|Appendix K Procedures Followed ; or
(Check One)
Equivalent Procedures Attached Equivalent Procedures Attached
11, FACILITIES AND EQUIPMENT 20. THERAPEUTIC USE OF SEALED SOURCES

X

Description and Diagram Attached

Detailed Information Attached; and

12,

PERSONNEL TRAINING PROGRAM

Appendix L Procedures Followed ; or
(Check One)

Description of Training Attached

Equivalent Procedures Attached

13.

PROCEDURES FOR ORDERING AND RECEIVING
RADIOACTIVE MATERIAL

21,

PROCEDURES AND PRECAUTIONS FOR USE OF
RADIOACTIVE GASES (e.g., Xenon — 133)

Detailed Information Attached

Detailed Information Attached

14,

PROCEDURES FOR SAFELY OPENING PACKAGES
CONTAINING RADIOACTIVE MATERIALS
(Check One)

22,

PROCEDURES AND PRECAUTIONS FOR USE OF
RADIOACTIVE MATERIAL IN ANIMALS

Detailed Information Attached

Appendix F Procedures Followed ; or

23.

PROCEDURES AND PRECAUTIONS FOR USE OF
RADIOACTIVE MATERIAL SPECIFIED IN ITEM 6.b

Equivalent Procedures Attached

Detailed Information Attached

NARC FORM 313M
(®-81)

Page 2
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24. PERSONNEL MONITORING DEVICES

TYPE
(Check appropriate box ) SUPPLIER EXCHANGE FREQUENCY

FILM

a. WHOLE

BODY TLD

OTHER (Specify)
FILM

b. FINGER D
OTHER (Specity)
FILM

c. WRIST LD
OTHER (Specity)

d. OYHER (Specify)

%. FORPRIVATE PRACTICE APPLICANTS ONLY

2 HOSPITAL AGREEING TO ACCEPT PATIENTS CONTAINING RADIOACTIVE MATERIAL

NAME OF HOSIITAL

b ATTACH A COPY OF THE AGREEMENT LETTER
SIGNED BY THE HOSPITAL ADMINISTRATOR

MAILING ADDRESS

CiTY ]svne ] ZI1P CODE

¢. WHEN REQUESTING THERAPY PROCEDURES,

ATTACH A COPY OF RADIATION SAFETY PRECAU-

TIONS TO BE TAKEN AND LIST AVAILABLE
RADIATION DETECTION INSTRUMENTS.

26. CERTIFICATE

(This item must be completed by applicant)

The applicant and any official executing this certificate on behalf of the ap

attached hereto, is true and correct 10 the best of our knowledge end belief

conformity with Title 10, Code of Federal Regulations, Parts 30 and 35, and that all information cont

plicant named in Item 18 certify that this application is prepared in

gined herein including any supplements

o LICENSE FEE REQUIRED
(See Section 170 31, 10 CFR 170)

b APPLICANT OR CERTIFYIN FEICIAL (Signature)

(1) NAME (Type ofgy‘u)
X Thomas J. Trudell

(¥

(1) LICENSE FEE CATEGORY CATTRAL NO, 538
i * o pat

(2) TITLE
xPresident & Chief Exec. Officer

(2) LICENSE FEE ENCLOSED § 120.00

=
)2 won November 26, 1986




PRIVACY ACT STATEMENT

Pursuant 10 5 U.S.C. 552a(e)(3), enacted into law by section 3 of the Privacy Act of 1974 (Public Law 23-579), the following
statement is furnished to individuals who supply information to the Nuclear Regulatory Commission on NRC Form 313M,
This information is maintained in a system of records designated as NRC-3 and described at 40 Federal Register 45334
(October 1, 1975).

B

AUTHORITY Sections 81 and 161(b) of the Atomic Energy Act of 1954, as amended (42 U.S.C. 2111 and 2201(b)).

2. PRINCIPAL PURPOSE(S) The information is evaluated by the NRC statf pursuant to the criteria set forth in 10 CFR

Parts 30-36 to determine whether the application meets the requirements of the Atomic Energy Act of 1954, as amended,
and the Commission’s regulations, for the issuance of a radioactive material license or amendment thereof,

ROUTINE USES The information may be used: (a) to provide records to State health departments for their information
and use; and (b) to provide information to Federal, State, and local health officials and other persons in the event of inci-
dent or exposure, for their informatinn, investigation, and protection of the public health and safety. The information
may also be disclosed to appropria’ Federal, State, and local agencies in the event that the information indicates a
violation or potential violation of law and in the course of an adm nistrative or judicial proceeding. In addition, this in-
formation may be transferred to an appropriate Federal, State, or local agency to the extent relevant and necessary for
a NRC decision or to an appropriate Federal agency to the extent relevant and necessary for that agency's decision about
you. A copy of the license issued will routinely be placed in the NRC's Public Document Room, 1717 H Street, NW.,
Washington, D.C.

WHETHER DISCLOSURE IS MANDATORY OR VOLUNTARY ANDEFFECT ON INDIVIDUAL OF NOT PROVIDING
INFORMATION Disclosure of the requested information is voluntary. |f the requested information is not furnished,
however, the application for radioactive material license, or amendment thereof, will not be processed.

SYSTEM MANAGERI(S) AND ADDRESS Director, Division of Fuel Cycle and Material Safety, Office of Nuclear Mate-
rial Safety and Safeguards, U.S. Nuclear Regulatory Commission, Washington, D.C. 20555.

NRC FORM 313M /
(981

Page 4



o @
NAME OF AUTHORIZED USER AUTHORIZATION

. Amend to add:

Guy R. Syverston, D.O. Groups I, II, 111l

Iodine~131 for treatment
of hyperthyroidism and
cardiac dysfunction.

For physician training and experience, please refer to NRC
license #34-17835-01.

Iten 48

1l of 1 page
Prepared: 10/1/86
Lic. ¢ 34-05382-01

1084




1.

3.

4.

APPENDIX C

INSTRUMENTATION

Survey meters (Amend to add)

a, Manufacturer's name: Bicron

Manufacturer's model number: Surveyor 50

Number of instruments available:
Minimum range: 0 mR/hr to 0.5
Maximum range: O mR/hr to 50
b. Manufacturer's name:
Manufacturer's model number:
Number of instruments available:
Minimum range: mR/hr to
Maximum range: mR/hr to
Dose Calibrator(s)
Manufacturer's name:
Manufacturer's model number:
Number of instruments available:

Instruments used for diagnostic procedures

Type of Instrument Manufacturer's Name
Amend to add:
Scintillation camera Picker
Amend to delete:
Scintillation camera Siemens
Scintillation camera Siemens

Other (e.g., liquid scintillation counter,
velometer)

Item

mR/hr
nR/bhr

mR/hr
mR/hr

Model No.
5X300

\
|
37GP |
LFQV |
\
|
:

area monitor,

#9

1 of 1 page
Prepared: 10/1/86

Lic,

$34-05382-01



FACILITIES AND EQUIPMENT DESCRIPTION

All radioactive sources are stored in such a manner (lead,
concrete, refrigerator) so as to not exceed 2mR/hr at the surface
of the barrier.

Mo-98/Tc-99m generator when used will be stored and eluted in the
designated area. It will be shielded with lead bricks such that
levels from all avenues of approach do not exceed 2.0mR/hr.
Spent generators will be stored in the location identified in the
attached diagram,

During elution, the eluate will be collected, assayed, and stored
in a wvial held in a quarter inch lead pig except during brief
periods of transfer. Transfer of the eluate or portions of the
eluate will be made by the use of syringes retained in lead
shields designed for this purpose.

Eluates and compounds made from eluates will be drawn,
synthesized, assayed and stored in lead vials or syringes such
that levels as measured at contact with a low level survey meter
do not exceed 2.0mR/hr except for brief periods during the actual
transfer.

Radiocactive materials obtained from radiopharmacy suppliers will
be stored in their original shipping containers. If necessary,
the doses will be placed behind additional shielding to reduce
activity levels emitted from the container to 2mR/hr or less.

Syringe shields will be used on all accessories requiring the
transfer of radiopharmaceuticals from vial to vial and in drawing
up patient doses. Syringe shields will also be used in the
administration of doses to patients except when the patient's
well-being may be compromised. Under these circumstances, the
dose containing syringes will be kept shielded up to the moment
of injection.

Steps in the preparation of compounds requiring periods of
heating, shaking, agitatior or mixing will be performed utilizing
lead shielding and/or mechanical or ultrasonic agitation
equipment and/or remote handling devices (tongs, forceps, etc.)
such that levels during the above period as measured by a low
level survey neter do not exceed 2,.0mR/hr.

Protective outer garments, such as laboratory coats and rubber
gloves will be worn while handling radioactivity in uncontained

form,

Item $#11

lofd4d pages
Prepared: 10/1/86
Lic., #34-05382~01
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All possible set-ups will be made on easily cleanable trays. All
trays and all other work surfaces will be covered with disposable
absorbent paper.

s+ decontamination kit will be maintained in the department. It
will include the following items:

DECONTAMINATION KIT

ITEM PURPOSE

1, Warning tape, chalk & signs posting of area

2. Plastic bags, small shoe covers, wet containers

3. Disposable gloves hand protection

4. Masking tape fasten shoe covers, etc.

5. Forceps, tongs safe handling

6. Large plastic bags for contaminated material

7. Sponges, 4 x 4 sopping up

8. Paper towels blotting & drying

9. Radiac wash or detergent detergent

10, Scouring powder friction

11, Tags identification

12, Scissors cut absorbent paper, etc.

13, Whatman #1 filter paper taking swipes following
decontamination

14, Chux cover area following
decontamination

15. G-M survey meter monitoring

Item #11
| 2 of 4 pages
| Prepared: 10/1/86
| Lic, ¢ 34-05382-01
i 1084
|
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Air Supply

QZD Air Exhaust

Scanner
Uptake/Well

1

2 Camera/Consolr

3 Lockable Door

4 Receipt Area
Generator (Radiopharmacy Utilized)
5 Kit Preparation
5 1Isotope Storage
5 Dose Preparation
5 Waste Storage
6 Dose Calibrator

FACILITIES AND EQUIPMENT

DIAGRAM

Adjacent Areas

_A Hallway
B Office

12 "L x16"W
5 Standard L Shield

°\Isink
_lLead castle
Lead Shielding

"R 23 T

X "B s1/a*T

Refrigerator
Computer
“ 12.%"
x
4"

12.5' )

=

>

BRI |
|
‘ B
, o
/
3 i
el
Item 11

3 of 4 pages
Prepared 10-1-86
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lilote that this is a new department for nuclear medicine. A close~
out survey will be performed on the 0l¢ departnent consisting of
exposure rate ncasurements at all pleces where radioactive natericls
were used or stored. The average radiation levels associated with
surface contamination or remcveble contamination wvill not excecd
background. The survey will consist of thie following:

2. A diagram of the old facility with survey and vipe test results
keyea to specific locations.

b. The nane of the person perforning the survey.
c. Date the survey wae pertormed.

d. The instrunent(s) wusea for exposure rate Lecsurenents and
analysis of wvipes.

e. Irstrunent calibration date.
f. Background infori:ation.

The results of the close-out survey will be revieweca Dy our
consultante (liiA liedical Physics services) and retaineu in the
department for future reference.

Iten @1l
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